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DEPT OF HXLTH,NND HUMAN SERVICES APPLICATION FOR A VARIANCE ~OtTfl&pWOWd NO- 57R@SS

PUPLIC HG3LTII !5ERk’ICE FROM 21 CFR 4040.11 (C) FOR A d -.-:
FOfX AND DRUG ADMINITRATION LASER LIGHT SHOW, DISPIAY DOCKET NUM~””

I NAME OF COMPANY \- -,

Premium Systems
~:.> -

‘<. -__’

2 ADORES$ OF @MPANY (Incl.de ZIP c~b)

15969 S. Gelden Road, Golden, Colorado 80401

3 NAME OF RESPONSIBLE PERSON 4 TELEPHONE NO (lnclu* B= .=timl 5. PATE OF SUBMISSION

Jeff Brothersron (3031 279-4245
I 1

6 The apphcamrsqucszs The .ananoo to k m effect far a panecl d -2_ Yearshorn WIe Gaze of Issue (In genre/ rhe A&rIwYcywI// appmm
a variance fo- .av@ rwoyea~. If a Imgar’ RW Wlsreq w8sr~ almtnicafm m ~si bw aftacbaa ●s pa * 1# the app&catmn)

7 PRODUCT DESCRIPTION AND USE
a LIST NAME AND MO~EL NtJMBER(!3)

MOBOUZER ML1O-2OO, MLqO~, ML1(XNYJW, MLl&1000 MLIO-l. OG, MLIO-2.5G

b PRODUCT FOR WHICH A VARIANCE IS REQUESTED
A LASER PISPLAY DEvICE

~ A PROJECTOR FOR A IASER LIGHT SHOW
& A LASER LIGHT SHOW
_ OTHER (SPCC*)

c ~ projectors ARE INTENDED FOR SALE, LEASE OR LOAN TO
OTHER LASER LIGHT %-Iow PRODUCERS

d PRODUCT IS INTENDEIJ FOR uSE IN A
A PLANETARIuM Oi? OTHER DOME PROJECTION STRUCTURE
A THEATER
&DISCOTHEQUE OR NIGHTCLUB
A PAWU@
~ INCCOR ARENA
~ OLIT~R ARENA
~ MUSEUM
~ OUTDOOR ENCLOSED AREA
_ OTHER (SpaCfiJ

e. PRoDuCT IS INTENDED TO BE uSI=)
SL AT ONLY ONE ~fmeUJLOCATIQN
.,s AT A vARl .EIWOF (kr) LOCATIONS
_ OTHER @8r@)

I

b
8 LASER WIA

tisER MEDI uM(Ac HpNa tiC,] Wavelength

Argon 4S!3514 nm

Argcm / Krypton 455-670 nm

I. PRoDuCT IS INTENDEO TO BE USED ST ANY ONE LOCATION
& MORE THAN 15 PAYS
L MORE THAN 5 BuT NOT MORE THA51?5 DAYS
A LESS THAN 5 DAYS

g TOUR IS INTENDED TO RUN FOR
_ MORE THJW 6 MONTHS
_ la MONTHS
_ LEss THAN I MONTH
_ OTHER (Spu=tfy)

h PRODUCT UTILIZES TrIE FOLLOWING UWER EFFECTS
& FRONT SCREEN PROJECTIONS
~ R-R SCREEN PROJEcTI~s
_ HOLOGiWU+lIC DISPUAYS
& MuLTIPLE REFLECTIOf@ (mdpfe ctmn=Js w dffiachm aI%=&J
_ AUDIENCE SCANNING
& I?EFLECTI ONS FRONI STATIONARY MlF?ROR(S) OR

MIRRORED SURFACES
~ STATIONARY IRADIATIoN OF ROTA71NG MI RR* 6ALL[=)

OR OTHER MIRRORED SHAPES
L ‘SCANNING IRRADIATION OF ROTATING MIRRoR BALL(S)
~ FIBER OPTIC PROJECTIONS
s F~, SMOKE OR OTtrER s*~Ei?l NG EFFECTS
_ OTHER (Spmfyj

ION LEVELS

j mm) 1 PEAK POWER (warm)

2 Wans
I 500 mW

Nd/YAG 1 532 nm I 5 warts
3. IF ANY uSER WATIQN IS PuLSEP OR SCANNIEO, GIVE THE Pu@.E Du~TION AND RATE AND SCANNING FRGQuENcY AND

AMPLITUDE

Scanned: P.C. to 500 Hz Amplitude: 60 deg , peak to peak

10, Ri!%SON FOR REQUE.STINC$VARIANCE
~ COMPLIANCE WITH THE LIMITS OF 21 CFF! 10.IO1I(C) WQULD RE:TRICT THE INTENDED uGE OF THE PRODUCT BECAUSE

COMPLIANCE WOULD LIMIT THE OUTPUT POWER TO TrIE ExTENT THAT THE DESIRED EFFECTS WOULD NOT BE
SLIFFICIENTLY VISIBLE

_ OTHER OR ADDtTIONAL EXPLANATION {SPSCI&J

wA@=EumMIsaPP.lxx
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11 MANNER IN WHICH IT IS PROPOSED TO DEvIATE FROM THE REQuIREMENTS OF THE APPLICABLE STANDARD
&17 IS PROPOSED TO DEvIATE FROM THE PROVISIONS OF 21 CFR Iwo 11 (c) IN THAT THE A= E=ELE EMl=oN LEVEL WoULD

~CEED THE ACCESSIBLE EMISSION LIMITs oF cress I oR CLA= II
_ IT IS PROPOSED TO DEvIATE FROM THE PROVISON oF 21 cFR IWO. 11 (cJAs FoLLoYus.

12. ADVANTAGES TO BE OERIVED FROM SUCH D-I ATION
ZMQ5ER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED I=3PLILAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER

LEVELS IN E%CESS OF THE LIMITS IMPOSED BY 21 CFR 104U11 [c) IS NECESSARY TO ACHIEVE THE REOUIRED EFFECTS IN THEsE
MEDIA

_ OTHER OR ALXXTIONAL ADWWTAGES (*=1* una =plawrJ

13 EXPLAJN TtiE ALTERNATE MEANS of R~ATloN PROTECTION TO BE pi@vIDEP (c~f=hasmaw ~ZU~ = WP1y In ~em I 4 ‘RemamS’
,umfY any b~= nu checkd, uamg w3dmonal%wws aa newry. SZawany uher means d raamuon prokwaon thm @I ~ u- )

s. -ALL L%SER PRODUCTS. SYSTEMS AND PROJECTORS WILL BE CERTIFIED TO COMPI-Y WITH 21 CFR 104070 AND THE Conditions
OF THIS VARIWCE N@ WILL BE REPORTED AS REQuIRED i%’ 24 CFR 1C02 10 AND 100212 uSING THE REPORTING GuIDES PRO-
vlDED FOR SUCH PuRPOSE THESE ACTIONS WILL BE JGCOMP@HED Pt710R TO ANY INTRODUCTION INTO COMMERCE.

P JEFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFQRMEL3, NO 0Tw5R EFFECTS WILL BE
ADDEP IJrJTILAN AMSNDMENT To TrlE VARIANCE HAS BEEN OBTAINED AND THE REc2uiRE13REPORTS OR SUPPLEMENTS, AS
APPLICABLE, HAvE @EEN SUBMITTED.

x SCANNING. PROJECTION, OR REFLECTION OF @3ER AND COLUbTERAL W@lATION (LIGHT SHOW FWDIaTION)INTO AUOIENcE ORc. _
OTHER ACCESSISLE UNCONTROLLED ARW?I WILL NOT BE PERMITTED ExCEPT FOR DIFFuSE REFLECTIONS PRODUCED BY THE
ATMOSPHERE. ADDEP ATMOSPHERIC SCATTERING h!EIXA, AND TARGET SCREENS.

d X LASER WOIATION LEVELS IN EXCESS OF THE LIMITS OF CIXSS I WILL lUOr BE PERMITTEP AT ANY POmIT LESS THAN 3.0 METERS
AJ3WE ANY SURFACE UPON uvn,Cn PERSONS OTHSR THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO
OR25 METERS BELOW OR IN &aTERAL SEPARATION FROM ANY PLACE whERE SuCti PERSONS ARE PERMITTED TO t3E.
OPERATORS, PERFORMERS, ANP EMPLoYEES WILL NOT BE REQuI REP OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF
CWSS I OR BE 5cPO$EP TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR lQO 11 [c)

ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, ExPOSURE, OR PROflUCT CLASS LIMITS WI LI- INCORPORATE A
SCANNING SAFEGUARD SYSTEM VVRICH Dit?ECTLY SENSES SCANNER 140TION AND WHICH WILL R-CT FAST ENOUGH TO
PRECLUDE EXCEEDING THE APPLICABLE LIMIT

1,a ALL LASER LIGHT SnOwS SWU.L BE UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPEIUTOR(S) THE
OPEFUTOR(S) WILL

(1) 1MMEDIATEL%TERMINATE THE EMIS310N OF LIGmT SHOW IWLXATION IN THE EVENT OF ANY UNSAFE CONDITION,

(2) SE LtXATED WHERE ALL BEA.M PATHS CAN PE DIRECTLY OB==RVED AT AL TIMES. AND

(31BEAN EMPLOYEE OF THE VARIANCE HOLDER wrlo ww- BERESPONSIBLE FOR THE TRAINING AND CONDUCT OF OPERATOR

9 ATHE M~IM~M uSER pR~EcTOR OUTpUT p@’JER WILL NOT ExcE~ THE LEVEL REQuIRED TO OBTJNNTHE INTENDED EFfEcTs

n. A THE PROJECTION SYSTEM (I E. THE PROJECTCJR AND ALL OTHER COMPONENTS uSED TO PRODUCE THE LIGHTING EFFECTS
WILL 8E SECURELY MOUNTED QR IMMOBILIZED TO PREvEt.IT UNINTENDED MOVEMENT OR MI%LICWMENT, BEAM LIMITS WILL
BE PROVIDED AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREvENT OVERFILLING oF xREENs, J3-M SToPs, TARGE’Ts,
ETC

, ~MSER PROJECTORS WILL NOT BE DELIvER&D TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE. OR LOAN UNLESS
AJUDUNTIL THE RECIPIENT DEMONSTRATES Tt-IATTHa HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAf PERMITS
THEM TO PROPuCE MSER LIGHT SHOWS lNCORPOfWTING SUCII PROJECTOR

, ~ IN ADDITION TO THE REQuIREMENTS OF 21 CFR 104 CI.1O(h), TrIE MANuFACTURER OF uSER PROJECTORSEYSTEMS WILL PROVIDE
TO PARTIES WHO PuRCHASE, L~SE. OR BORROW THE EQuIPMENT, ADEQUATE uSER’S INSTRUCTIONS FOR SAFE INSTALLATION
AND OPERATION AND WHICH EXFWJN THE RESPONSIBILITY OF THE R.ECIPIErUTAS AN INDEPENDENT LIGHT SHOW
MANuFACTURER To SUBMIT THE REQuIRED REPORTS AND APPLY FOR MD OBTAIN A VARIANCE FROM CIX?II PRIOR TO
INTRODUCTION INTO COMMERCE OF ANV IX3ER LIGfiT SHOWS

K LTHE REQuIREMENTS OF 21 CFR 10Q230 (a](l) AND (2) WILL BE ACCOMPLISHED THROUGH THE uSE OF WRllTEN PROCEDURES
FOR sETuP ALIGNMENT. TESTING, AND PERFORMANCE of EACH SHOW THESE PROCEDURES WILL SE IN SUFFICIENT !3ETAIL TO
ENSURE COMPLIWCE WITH 21 CFi? 1040.10 THE CONDITIONS OF THIS VARIANCE, AND CONTROL OF ACCESS TO RADIATICN

AREX USING TNE PROCEDURES DESCRIBEP IN THE ANSI ZI 36.’ STANDARD FOR THE SAFE uSE of ux3ERs @MERlcAN NATIONAL
STANDARpS IN$TITuTE. 143il BROADWAY, NEW YORK. NY 11m8) 2R WY OTHER EQUIVALENT uSER CONSENSUS STANDARD AND
AND, WHERE APPLICABLE. STATE OR LOCAL REQuIREMENTS, LKSER RADIATION AREXS WHICH CAN CONTAJN RADIATION LEVELS
JN30vE THE LIMITS SPECIFIEO IN 21 CFR I04D.1 lk). WILL BE CL@RLY IDENTIFIED BY TIIE POSTING OF WARNING SIGNS ANDIOR
FESTRIcTEP ACcE= THRouGH PHYSIcAL MEME (SUCH AS ~RESSuRE SWITCH!=, PHOTOCELLS. BARRI ERS, GuAROS, ETc )
TiIEsE REQuI REMENTS APPLY To TEMPORARY AREAS (SUCH AS DuRING SETuP AND ALIGNMENT PRCXEDURES) AND TO FINAL
OR PERMANENT AREX3 THE VARIANCE HOLDER WILL RETAIN THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL
TESTS AS REQuIRED BY 21 CFR 100231. A COPY OF THE VARIANCE APPLICATION. THE APPROVAL LEITER CURRENT PROCEDURES
ANP RECORDS REmTING TO EACH PAR”TICUMR SHOW VW-L BE WITH THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND
WILL BE MAPE AVAILABLE FOR INSPECTION BY FDA AND OTHER i?ESPONSISLE AuTtioI?ITIE$

FORM FDA 3147 (31S7)

kMANmMmR.Jm.r?PJxJc
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1, A ADVANCE wRllTEN NOTIFICATION WILL t#EMADE AS EARLY F@ POSSIBLE TO APPROPRIATE. .JERAL, STATE AND LOQL
AuTHORITIES PROVIDING SHOW 1TINERAR%WITH DATES AND LOCATIONS CLBIRLY ANP COMPLETELY IDENTIFIED, M.@ A BASIC
DESCRIPTION OF PRoPOSED EFFECTS INCLUDING A STATEMENT of THE MA%IMLIMFOJVER OUTPUT INTENDED. SUCH
NOTIFICATIONS WILL BE MADE. BuT NOT NECESSARILY LIMITEP TO:

(7)

(2)

THE cENTER FOR DEvICES AND WWIOLOGICAL HE4TII, OFFICE OF COMPLIANCE O“rFZ-3121,2f198GAITI-IER ROAD, ROCKVILI-E,
MD 20560 PROVIDING THE INITIAL AND cLOSING DATES FoR THE FIXED INSTALtiTION ANP THE ITINEKRY FOR MOBILE SHOWS
IN A~l TION, UNLE= AU ASPECTS OF EACM SMOW HAvE BEErI REPORTED AND THE ACCESION NUMBERS cLI=xRL~
REFERENCED. UCH NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF &aCm !W2vrJ AND A LISTING OF ALL EFFECTS TO BE
PERFORMED m SUFFICIENT DETAJL TO COINFIRM COMPLIANCE WITH THE REGuuTfONS AND THIS vARIwCE.

THE FEDERAL AVIATION ADMINISTRATION (FAV%IFOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (IE, INCLUDING
SET-UP, ALIGNMENT, REHEARsALS, PERFORMANCES, ETC ) IF THE F- OEUECTS TO ANY LASER EFFECT.% THE OBJECTIONS
WILL BE RESOLVED AMI NY CONDITIONS REQuESTED BY FAA WILL BE APtIERED TO IF THESE CONDITIONS CAN NOT BE MET
THE OBJECTIONABLE EFFECTS WILL BE DELETED FROM THE SHOW.

(3) STATE AND LOCAL FL4PIATIONCONTROL OFFICE.SJAGENCIES FOR ALL SOWS TO BE PERFORMED WITHIN THEIR JuRISDICTIONS
ALL REQuIREMENTS OF STATE ANP LOCAL IAW WILL BE SAT!SFIED AND ANY OBJECTIONS RAISED BY LOCAL AuTHORITIES
WILL BE RESOLUED cm THE EFFECTS DELETED. WSTS OF FGOERAL AND STATE OFFICES ARE AVAILABLE FROM TtIE CENTER
FOR DEvICES AND RADIOLOGICAL HEALTn LJPONREQUEST J

14 REMfiRKS

CERTIFICATION

I cERTIIW tm d d tn? qB.Dvemformanon and scxwnents am rrue, ~mplate and GQmactm the bQsl d my hnowleageand acknuwl+ge
that my variance appIIcmIon may De aen~x of my .artancu may b raw~$ra f Itws apph=mon IS fmum [0 be fak=, m6-dm@ or mcmrect
in any mmerd way. 1nave 5uDrnmcVW sumril all reporrsrequwU by:1 CFR 1= 12 on ma la-r oqulpmwrt ana shw(s] I
turcher utwersrand mix I may t= rmuma tIY rawlewn or byme Dlwctor.Bureau d Rad@xncal ttmirh IQ SUPDIY wch othar mforrnekm mar
may be nace55ary to evelueri ana a& on r.nis ajpkzmon -

15. SIGNATURE 16. hJAME [Type or Prmr)

%er

+&l.uWbwOBILEaJT lXX


